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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election without traverse of invention I (claims 1-26) in the reply filed 
on 06 December 2006 is acknowledged. 

2. Claims 27-57 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Election was made without traverse in the reply filed on 06 December 
2006. 

Drawings 

3. The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they do not include the following reference sign(s) mentioned in the 
description: 38 (the coupling) and 42 (the distal portion). 

4. The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they include the following reference character(s) not mentioned in the 
description: 1 8 (see figures 2 and 3). 

5. Corrected drawing sheets in compliance with 37 CFR 1 .121(d), or amendment to 
the specification to add the reference character(s) in the description in compliance with 
37 CFR 1 .121 (b) are required in reply to the Office action to avoid abandonment of the 
application. Any amended replacement drawing sheet should include all of the figures 
appearing on the immediate prior version of the sheet, even if only one figure is being 
amended. Each drawing sheet submitted after the filing date of an application must be 
labeled in the top margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 
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CFR 1 .121(d). If the changes are not accepted by the examiner, the applicant will be 
notified and informed of any required corrective action in the next Office action. The 
objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

6. Claims 1-3, 5, 6, and 14-17 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Follmer et al. (5,728,065). Follmer et al. reference discloses the 
catheter substantially as claimed, including: a catheter shaft (102), an inflation balloon 
(106) with proximal and distal waist portions (see Figure 2), and a catheter tip with 
proximal and distal ends and main and distal shaft portions. The tip is coupled to the 
inner catheter shaft. The tip is interpreted to be the portion in figure 2 including the 
distal shaft (122) and the center portion of the shaft with the reinforcements (114). The 
catheter shaft is interpreted to be the portion with reinforcements (1 12). 

7. Regarding claims 2, 3, 6, and 14 Follmer et al. reference discloses radiopaque 
markers (124) in column 7, lines 24-25. The marker region is interpreted to be the 
recess that the marker rests in (see Figure 2). 

8. Regarding claim 5, the tip of Follmer et al. reference is round, and therefore is 
considered radiused. 
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9. Regarding claims 15 and 16, the first region is considered the soft tip (122) and 
the second region is the reinforced region with reinforcements (1 14). Due to the 
reinforcements, the soft tip is more flexible than the reinforced region. These 
reinforcements are entrained stiffening fibers (see Column 7, Lines 9-10). The fibers 
are interpreted as the ribbons. 

1 0. Regarding claim 1 7, the catheter of Follmer et al. reference further comprises an 
outer catheter shaft (104) and the proximal waist portion of the balloon is coupled to the 
outer shaft (see Figure 2). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. . 
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1 1 . Claim 4 is rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Follmer et al. (5,728,065) as applied to claim 2 above, and further in view of 
Jacobsen et al. (Patent Application Publication 2003/0,069,522). Follmer et al. 
discloses the catheter as described in claim 2 above. However, Follmer et al. reference 
does not disclose the marker band is an MRI marker. Attention is drawn to Jacobsen et 
al. reference, which teaches and MRI marker may be used with a catheter (see 
Paragraph 124) to allow the placement of the catheter to be viewed using MRI 
equipment during a procedure. Therefore, it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to have the marker of Follmer 
et al reference be an MRI marker, as taught by Jacobsen et al. reference, to allow the 
placement of the catheter to be viewed using MRI equipment during a procedure. 

12. Claims 7-11 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Follmer et al. (5,728,065) as applied to claim 1 above, and further in view of Ellis et 
al. (6,395,008). Follmer et al. discloses the catheter as described in claim 1 above. 
However, Follmer et al. reference does not disclose a hub portion on the catheter. 
Attention is drawn to Ellis et al. reference, which teaches a hub portion (74) may be 
formed on a catheter tip to help create a tighter connection between the balloon and the 
shaft. Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to incorporate a hub with the tip, as taught by Ellis et al. 
reference, to help create a tighter connection between the balloon and the shaft. 

1 3. Regarding claim 8, the hub portion is shown integrally formed with the tip section 
(see the dotted lines in Figure 8). 
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14. Regarding claims 9-1 1 , Follmer reference shows a radiopaque marker insert 
molded with the outer surface flush with the outer surface of the tip (see Figure 2). 

15. Claims 12 and 13 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Follmer et al. (5,728,065) as applied to claim 1 above, and further in view of 
Ressemann et al. (5,921,958). Follmer et al. discloses the catheter as described in 
claim 1 above. However, Follmer et al. reference does not disclose a spring stiffener 
element. Attention is drawn to Ressemann et al. reference, which teaches a stiffening 
spring (386 - see Figure 18) be used with a catheter to give it strength in the axial 
direction when being pushed through a lumen. Therefore, it would have been obvious 
to one of ordinary skill in the art at the time the invention was made to include a spring 
stiffener with the catheter, as taught by Ressemann et al. reference, to give it strength in 
the axial direction when being pushed through a lumen. 

16. Claim 18 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Follmer et al. (5,728,065) as applied to claim 1 above, and further in view of 
Gambale et al. (6,447,522). Follmer et al. discloses the catheter as described in claim 

1 above. However, Follmer et al. reference does not disclose the catheter tip is coupled 
to the catheter shaft by heat bonding. Attention is drawn to Gambale et al. reference, 
which teaches two shafts may be coupled by heat bonding (see Column 7, Lines 12-18) 
to maintain a secure connection there between. Therefore, it would have been obvious 
to one of ordinary skill in the art at the time the invention was made to couple the 
catheter tip to the catheter shaft using heat bonding, as taught by Gambale et al. 
reference, to maintain a secure connection there between. 
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17. Claims 19 and 20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Follmer et al. (5,728,065) as applied to claim 1 above, and further in view of 
Cathcart et al. (5,951,585). Follmer et al. discloses the catheter as described in claim 

1 above. However, Follmer et al. reference does not disclose the catheter tip is coupled 
to the catheter shaft by radio-frequency (RF) welding or using adhesive. Attention is 
drawn to Cathcart et al. reference, which teaches either RF welding or the use of 
adhesives to join a shaft to another tubular member (see Column 8, Lines 47-49) to * 
maintain a secure connection there between. Therefore, it would have been obvious to 
one of ordinary skill in the art at the time the invention was made to couple the catheter 
tip to the catheter shaft using either RF welding or adhesives, as taught by Cathcart et 
al. reference, to maintain a secure connection there between. 

18. Claims 21-24 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Follmer et al. (5,728,065) as applied to claim 1 above, and further in view of 
Imran et al. (5,766,203). Follmer et al. discloses the catheter as described in claim 1 
above. However, Follmer et al. reference does not disclose the catheter is a stent 
delivery catheter. Attention is drawn to Imran et al. reference, which teaches a balloon 
catheter can be used to deliver a stent to provide permanent support to a weakened 
vessel. Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to use the catheter of Follmer et al. reference as a stent 
delivery catheter, as taught by Imran et al. reference, to deliver a stent to provide 
permanent support to a weakened vessel. 
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19. Regarding claim 22, Imran et al. reference discloses a stent mounted about the 
balloon (see Figure 8C). 

20. Regarding claim 23, the stent is an inflation expandable stent (see Column 8, 
Lines 36-41 ). 

21 . Regarding claim 24, the stent can be self-expanding (see Column 8, Line 56). 

22. Claims 25 and 26 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Follmer et al. (5,728,065) as applied to claim 1 above, and further in view of 
Feingold et al. (6,162,229). Follmer et al. discloses the catheter as described in claim 
1 above. However, Follmer et al. reference does not disclose the catheter tip include a 
triangular shaped portion. Attention is drawn to Feingold et al. reference, which teaches 
a tip may be triangular in shape (see Figure 17C) to allow a smaller profile tip to be 
employed. Therefore, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to shape the tip of the catheter in a triangular manner; 
as taught by Feingold et al. reference, to allow a smaller profile tip to be employed. 

Conclusion 

23. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ryan Severson whose telephone number is (571) 272- 
3142. The examiner can normally be reached on Monday - Thursday 7:00 - 5:30. 

24. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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25. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-91 99 (IN USA OR CANADA) or 571 -272-1 000. 




Ryan Severson 
December 21, 2006 




ANHTUAN T.NGUYEN 
SUPERVISORY PATENT EXAMINER 
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